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TSCA Section 4.(aX1XB) Final
Steternantof Policy; Criteria for
Evaluating Substantial Production,
Substantial Release, and Substantial
orSignificant Human Exposure

AGENCY: EnvironmentalProtection
Agency (EPA).
Ac’noN: Final Statementof Policy.

SUM&IARY: EPA isarticulatingstandards
andcriteria for making findingsit will
usein implementingits authorityunder
the Toxic SubstancesControlAct
(TSCA) section4(a)(1)(B)(i).Underthis
policy, EPAwill useasguidance
thresholdamountsto make
‘substantial”production,release,and

humanexposure findingsunderTSCA
section4(a)(1)(B). However. EPA may
also makesuch findings in situations
wherethequantitativenumerical
thresholdsarenotmetii additional
factorsexist.EPA will continueto~
developarid refine thecriteriaasits
exnerencewith chemicalsubstances
andmixtures(chemicals)consideredfor
testingevolves,particularlywith regard
to the findingsci “significant” human
exposure,for which EPA is not
establishinga minimum numerical
threshold in thisnotice. Thisnoticealso
addressesspecificissuesrelatedto
EPA’s existingcwnenetestrule (July27,
1988,53 FR 28195).
FO~PJRThER~NFORMA1~04CONT~
SusanB. Hazen,Director,
EnvironmentalAssistanceDivis2onfl’S—
799), Officeof PoluuoaPreventionand
Toxic~,rm. E—5438, 401 M SI, SW.,
Washington.DC 20460,telephone(202)
554—1404.TDD (202)554—0551.
SUPPt.EMEWTARYINFORMATION:
ElectronIcAvailabIlityt Thisdocument
is availableasan electronicfile on The
Federrii Bulletin Boo.rdat 9 a.m. onthe
dataof publicationin the Federal
Ragister.By modem dial (202)512—1387
or call (202)512—1530for disksor paper
copies.This file isalsoavailable in
Postscript,WordperfectandASCIL

EPAis articulatingguidelinesfor
finding that “a chemicalsubstanceor
mixture isor will beproducedin.
substantialquantities, and (I) It enters or
may reasonablybe anticipatedto enter
the environment in substantial
quantities,or (II) thereIs or maybe
significantor substantialhuman
exposure to sucha substanceor
mixture,” underTSCAsection
4(a)(1)(B)(i). In ChemicaiManufacturers

Associationv.EnvironmentalProtection
Agency899 F.2d344 (5thCu. 19901,
theFifth Circuit Courtof Appeals(the
“Court”) remandedto EPA the nile
issuedpursuantto 4(a)(1)(B)for cumene
testing andrequired EPA to articulate
criteria for the findings EPA madein the
cumenetestrule (53 FR 28195,July 27,
1988).EPAhasdecidedto usethis-
opportunity to articulate criteriafor
ma.kingall findingsundersection
4(a)(1)(B)(i) of TSCA.

This noticedoesnot addresshow EPA
will setpriorities for tastingor howEPA
will determine the snecificteststo be
performed. Rather, thisnoticeaddresses
oneelementin EPA’s processfor
selectingappropriate candidatesfor
testing— i.e. how EPAwill determine
wbatherthechernicalisorwillbe
“producedin substantialquantifies.”
whether it “enters or may reasonablybe
anticipatedto enter the environment in
substantialquantities,”andwhether
thereis or may be “significant or
substantialhumanexposure,” asusedin
TSCA section4(a)(1)(B)(fl.

I. Introduction

A. Remand
On April 12. 1990.theFifth Circuit

Court of Appealsremanded to EPA the
TSCA section4 testrule for cuinene
basedona challengeto the ruleby the
ChemicalManufacturersAssociation
(CMA). CMA v.EPA,899 F.Zd344(5th
Or. 19903 (hereinafter“cuinene
decision”).TheCourtgenerallyupheld
EPA’s factual findingsin thenile as
beingsupportedby substantialevidence
butinstructedtheAgencyto “articulate
thestandardsor criteriaon the basisof
whichit found the quantitiesof cumane
enteringtheenvironment from the
facilities In questionto be ‘substantial’.”
899 F.2dat360. In thisnotice,EPA1z
articulatingstandarusandcriteria it will
usein making findings under section
4(a)(1)(B)(i) of TSCA. Additionally. EPA
is resoondingto the instructionsby the
Court regardingthe application of such
criteria to thecumenerule.

B. Background
CongressenactadTSCA to give EPA

the authorityto assessandprevent
unreasonablerisksassocatedwith the
manufacture,processing,distributionin
commerce,use,or disposalof chemicals
througha variety of regulatory means.
15 U.E.C 2601.et seq.Thisauthority
includes,amongotherthings,the
authority to requirethemical testingto
developdata for risk assessment;15
U.S.C.2603,andthe authorityto ban--
chemicalsif necessaryto prevent’
unreasonablerisks. 15 U.S.C.2605.A
principal tenetunderlying TSCAis that

‘adequatedata should be developed
with respectto the effect of chemical
substancesand mixtureson health and
theenvironmentand that the
developmentof such data should be the
responsibility of thosewho manufacture

5~dthose who processsuchchemical
substancesandmixtures.”15 U.S.C.
2501(bHl). SeeChemicalManufacturers
Associationv. EPA, 859 F.2d 977,980
(D.C. Cii. 1988)(hereinafter “ERA
decision’).To accomplishthis goal.
EPAhasestablisheda programfor the
testingof chemicals.

EPAmust makefindings under either
Section4(a)(1)(A) (“A” findinR) or
4(aRl)(B)(”B” finding) oITSCA before
testingmay be requiredof a
manufactureror processor.Both the “A”
and“3” findings under TSCAsection
4(a)(1) reauiretheAdministrator to find
that “there are insufficient data and
experienceuponwhich the effectsof the
manufacture,distributionin commerce,
processing,use,or disposal of such
Lubstanceor mixture or any
caxnbinationof suchactivitieson health
or the environment can reasonably be
determinedor predicted.” and that
“testing of suchsubstanceor mixture
with respectto sucheffectsis necessary
to deveiopsuch data,” 15 U.S.C.
2503(a)(1)(A)(ii}—kiifl acd
2503(a)(1)(B)(ii)—{iii).

To require testing under section
4(a)(1)(A) of TSCA the Administrator
mustfind that “the manufacture,
distribution in commerce,processing,
use,or disposalof a chemical.substance
or mixture, or that anycombinationof
suchactivities,may present an
unreasonablerisk of injury to healthor
theenvironment” (emphasisadded).In
theERA decision,theCourt foundthis
provision to requireEPAto establisha
“more than theoreticalbasis”for finding
that the chemicalmay presentan
unreasonablerisk, but that EPAcould
establishexistenceandamountof
humanexposureto thechemicalon the
basisof inferencedrawnfrom
circumstancesunder which the
chemicalis manufacturedand
processed.859 F.2d at 991. This
interpretationof thestatute “prevents a
testingrulebasedon little more than
scientificcuriosity, yet allows the
Agencyto act when an existing
possibility of harmraisesreasonable
andlegitimatecausefor concern.”
Ausimont U.S.A.v.EPA,838 F.2d 93,
97 (3rdCir. 1988).

In contrastto TSCA section4(a)(1)(A),
underTSCA section4(a)(1)(B), thereis
no risk-basedcriterion to satisfy.See
899F.2d at 347.n.4 (cumene decision).
According to the legislativehistory~the
provisionsof TSCAsection4(a)(1)(B)(i)
reflect the“Conferees’recognitionthat
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therearecertainsituationsin which
testingshouldbeconductedeven
thoughthereIs an absenceof
informationindicatingthat the
substanceor mixturepersemaybe
hazardous.”IL Con!. Rapt. 1679,94th
Cong.,2d Sess.(1976),at 61, reprinted
in A LegislativeHistory of the Toxic
SubstancesControlAct (Comm.Print
1976)(“Leg. Hist.”) at 674; andH. Conf.
Rapt.1341,94thCong.,2dSass.(1976),
at 18, reprintedin Lag. Mist,, at 425.
Thus, undersection4(a)(1)(B)of TSCA,
EPAcanactevenin the absenceof
information that the chemicalmay be
hazardous.Section4(a)(l)(B)(i) requires
theAdministratortofind that “a
chemicalsubstanceor mixture isor will
beproducedin substantialquantities,
and (1) it enters or may reasonablybe
anticloatedto enter theenvironment in
substantialquantities,or (11) thereisor
may be significant or substantialhuman
exoosureto suchsubstanceor mixture,”

This policy statementsetsoutEPA’s
nterpretationof section4(a3(1)(B)(i)of
TSCA. Thisnoticeis not intended to
addressEPA’s preliminary policy
decisionsfor selectingchemicalsas
potential candidatesfor testing.
Likewise, it is not intendedto address
findings made under TSCA sections
4(a)(1)(B)(ii) or (iii), or the scopeof
testingthat mayeventually beimposed
by EPA. It is only intendedto articulate
the standardsand criteria EPA will use
in implementing Its authority to make
findings under TSCAsection
4(a)(1)(B)(i).To this end, EPApublished
in the FederalRegisteron July 15,1991
(36 FR 32294),its proposedstatementof
olicy regardingsection4(a)(1)(B)(i) of

TSCA. EPA requestedcommentson its
construction of the phrases“produced
in substantial quantities,” “enters or
may reasonablybeanticipated to enter
the environment in substantial
quantities,”and “is or may be
significantor substantial human
exposure”asusedIn section
4(a)(lliB)(i) of TSCA.

C. The “B” Policy
Section 4(a)(1XB)(i) of TSCA requires

theAdministratorto find that a
chemicalsubstanceor mixture is or will
be producedin substantialquantities,
and “(1) it entersor may reasonablybe
anticipatedto enter the environmentin
substantialquantifies,or (II) there isor
may besignificantor substantialhuman
exposureto suchsubstanceor mixture,”
to imposetestingrequirements.
However,TSCA doesnot define the
criteriaor standardsto be used,or the
meaningsof the words“significant” or
“substantial.”Additionally, the
legislativehistory of TSCA providesno
elucidation of theseterms,Wherea

statuteissilentor ambiguouson a
particularissue,deferenceisaccorded
to any reasonableinterpretation
consistentwith the statutorypurpose.
ChevronUSA,Thc. v.EPA, 467 U,S.837,
842-444,(1984);NRDCv.EPA,907F.2d
1146,1153 (D.C. Cir. 1990).TheFifth
Circuit Court of Appealsrecognizedthis
principlewhenreviewingthecuinene
test rule. According to the Court, where
TSCA andits legislativehistoryprovide
nodefinition of a term suchas
“substantial,” “Congressis deemedto
have implicitly delegatedto the EPAthe
power to define or interpret
‘substantial.’ andwewill sustain the
Agency’sinterpretationaslongasIt is
rationaland consistentwith the

- statutory schemeandlegislative
history.” 899 F.2d at 354.

(Slubstantialis an InherentlyImprecise
word. • nodefinition or groupof
criteria canbeestablishedwhichwill
function like a mathematicalformula,sothat
for everygiven setof factsaspecific,
predictableanswerwill alwaysbe
forthcoming.Roommustbeleft for the
exerciseof iudgment.

ld.at 359.

Clearly,thereisnothing in the
statutory languageor legislativehistory
that.restrictsthe Agency’sallowed
interpretationof “substantial” or
“significant” to considerationof
particularquantities of or other
evidencerelatingto production, release,
or exposure.in fact,Congressprovided
a list of factors whichmayor may not
be consideredby EPA in making TSCA
section4(a)(1)(B)(i) findings. H. Rapt.
1341,94th Cong..2d Sess,(1976),at 18,
reprintedin Lag. Mist., at 425.Seealso
cumenedecision,899 F.2dat 356,n.16
(“Moreover, the quoted languagein H.
Rapt. 1341 ispermissiveand
expansivein respectto what the EPA
mayconsiderandwhenIt mayrequire
testingundersection4(a)(1)(B) **~),

In this statementof policy, EPA ía.
exercisingits discretionby articulating
quantitativethresholds to serveas
guidancein making findingsof
‘substantial” production, releasa~and

human exposure.“Significant” human
exposurefindings will bemadeon a
case-by-casebasis.As explainedin the
proposedpolicy statement (56FR
32294),it is EPA’s beliefthat EPA may
make flndings.tmdersection4(a)(1)(B)(i)
of TSCA basedon quantitative
thresholds.However,EPA doesnot
intend to limit itself to theuseof these
criteria in making“B” findings and
reservesthe ability to considerother
factorson a case-by-casebasis.Such an
interpretationisconsistentwith the
legislativehistoryof TSCA and
effectuatesthepolicy objectives
describedin section2 of TSCA of

developingadequatedata with respact~
to chemicalsandmakingthe
developmentof thatdatathe
responsibilityof chemical
manufecturersandprocessors.

II. Responseto Public Comments
A. Suznznar,’

EPAreceivedwritten commentson -•

the proposedstatementofpolicy from’
theChemicalManufacturers Asaociation~
(CMA), theEpoxyResinSystemsTask
Group of TheSocietyof the Plastics
Industry,Inc. (SPI),the Monsanto
Company, theEcologicaland
ToxicologicalAssociationof the
DvestuffsManufacturingindustry
(E~AD),the Callery ChemicalCompany;
theHalogenatedSolventsIndustry
Alliance (HSIA), the GAF Chemicals
Corporation(GAF), the BASF
Corporation(BASE),the Arco Chemical.
Company(ACC), the U.S. Departmentof
Labor’s OccupationalSafetyandHealtir
Administration(DOL/OSHA), andthe
U.S.Departmentof HealthandHuman
Service’sNational Institute for
OccupationalSafetyandHealth(HHSi
NIOSH) (Rafs. 1-9).

CMA’s Acetoneand KetonesPanels~::.,
Oxo ProcessPanel,CurnenePanel,
CyclohexanePanel,and Hexarnethylena~
DiiosocvanatePanel,andthe Diethyl
EtherManufacturersTask Group(Refsa ~.

10-15)alsosubmittedcommentswhickk
supported,in general,the comment&.~
submittedby CMA. Thesecommenters~
arecollectively referredto as “CMA’~
hereafter in thisnotice. Comments
submitted by thesegroupswhich are
specificto a proposedtestrule for a
specificchemicalwill beaddressed..a~J
appropriate, in the final rule for that:
specificchemical.Thoserules will
publishedin the future. The comm
periodswere reopenedfor proposed
rulesfor Office of Drinking Water
Chemicals(55 FR 21393,May 24,199Ot,.~
Cyclohexane(52 FR 19096,May 2O,~~

1987),1,6-Haxamethylene,Dilsocyanat~:
(54FR 21240.May 17, 1989),and N-
methylpyrrolidone (55 FR 11398,MarcIi~.
28, 1990); See56 FR 32292(July 15. -,~-,

1991).A summaryof the comments.
receivedon the TSCA section4(a)(1)(B)~.,.
proposedstatementof policy Is .~.‘.

includedin the following Units ILB.
-LW.,alongwith EPA’s responsesta~~
comments.

B. Scopeof Testing
C2~4Aandothercommentershave.

expressedtheconcernthat, giventhe~.~]
criteriaarticulatedin this notice, ~
“nearly 8,000substanceswill requir~
[EPAI reviewundersection4(a)(1)(B)~~
(Refa. I and5). Thesecomments ~

indicatethatmanycommentershave-~4
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nisinterpreted the intended andactual
copeof this policy. The ‘~W’policyis

Dot intended to be, norwill it be used
as an automatic trigger to testing.
Nothing in this policy will require EPA
to immediately review any of the
chemical substances currently in
commerce. Rather, this policy statement
sets out EPA’s interpretation of the
findings it must make under section
4(a)(1)(B)(i) and the general factors EPA
w~consider in evaluatingsection
4(aj(1)(B)(i)’s applicabilityinspecific
cases. This policy statement is not
intended to function as a tool for setting
testing priorities. Testingpriorities will
be sat by EPA’s ongoing efforts in
developing a Master TestingList. This -

list was made availableto the public in
EPA’s Chemicals-in-Progress Bulletin
iJune, 1990). See also 56 FR 42055 (Aug.
28, 1991) for further information.

Many respondents. including C’,fA.
:aave indicated theirtacit support for the
hreshold criteria articulated in this
Dolicy notice, so long as “B” findings
are made only in support of rules
~equiringonly tiered, screening level or
‘baseline testing” of chemical
substances (ReL 1). C2~4Aopposes
~itilizationof the “B” policy criteria,
md indeed. use ofEPA’s section
ita)(1)(B) testing authority for any other
eve! of testing.-

On the policy as a whole. QdA
ommented that EPA’s proposed criteria
mnder TSCA section 4(a)tl)(B)(i) are
easonahie as a basis for requiring
-creening tests such as-the Screening
nformation Data Set (SIDS) utilized by
ne Organization for Economic
ooperation and Development(CEa))

Dr highproduction volume LHPV)
nemicals. CMA stated. “EPA’s
;roposed ‘B’ criteria would provides-
uitable basis for selecting substances
r such screening tests” (RaL 1). C2~4A

rvposed that, if screening studies
weal the potential for adverse effects,
nen EPA should add the chenilcal to a
ibsequent proposed rule under the
uthority of TSCA section 4(aXl)(A), the
nay present” finding. QsfA proposed
Dat, in the absence of toxicity concerns,
PA should require additional testing
aly if It concludes that exposure is
unusually great.” CMA argued that
:ore rigorous “B” criteria, which take~
ito account all aspects of exposure,
iust be developed by EPA to select
uc.h high exposure substances for
ciditional testing. GV{A stated that it
~ou1dnot opposeEPA’s criteria if they
~ereincorporated into the tiered
oproacli described above. Q,4Awould
oposeEPA’s “B” criteria, if they are
sad forany other purpose. CMA
nrther asserted that if a “B” finding is
ased “solely on the magnitude of

environmental release., the Agency
should limit rules supported by ~zth
findings to chemical fate and
environmentaleffects testing” (Ref. 1),

EPA believes that any 1ink~ge
between the particular numerical
threshold criteria articulated in this
policy statement, or the particular
findings made under TSCA section
4(a)(1)(B)(i), and the nature and scope of
testing to be required once such a
finding has been made, is misplaced,
and indeed,based on a
misinterpretation of the scope of EPA’s
testing authority under section 4 of
TSCA.

TSCA section 4(a) staten
(a) TESTING REQUIREMENTS.—lf the

Administrator finds that—
(1)(A)(i) themanufacture.distribution is

commerce,processing, use, or disposalof a
chemical substance or mixture, or that any
combination of such activities, maypresent
an unreasonable risk of injury to health or the
environment.

(ii) there are insufficient data and
experience upon which the effects ofsuch
manufacture, distribution in ~erce,
processing, use, or disposal of such substance
or mixture or of anycombination of such
activities on health or the environment can
reasonablybe determined or’ predicted, and

(iii) testing of such substance ormixture
with respect to such effects is necessary to
develop such data: or

(B)(i) a chemical substance or mixture Is or
will be produced in substantial quantities,
and (I) It enters or may reasonably be.
anticipated to enter the envtrccxnent in
substantial quantities or (U) there is ormay
be significant orsubstantial human exposure
to such substance or mixture,

(ii) there are insufficient data and
experience upon which the effects of the
manufacture, distribution in ~erce,
processing, use, or disposal ofsuchs~tance
or mixture or ofany aanb&nadimi~such
activities on health ortheenvti~e~cen
reasonablybe detarmined or predicted, and

(iii) testingof such substance ormixture
with respect to such effects is necessary to
developsuchdata; and *

the Administrator shall by nile require that
testing be conducted on such substance or
mixture to develop data with respect to the
health and environmental effects forwhich
there is an insufficiency of data and
~xperienceand which are relevant to a
d~eterminationttmt the manufacture,
distribution in commerce, processing, use, or
disposal of such substaece or mixture, or that
any combination ofsuch activities, does~
does not present an unreasonable risk of
injury to health or the environment

15 U.S.C. 2603(a) (emphasis added).

The flnal paragraph of section 4(e)sets
out EPA’s authority to-require testing-
once the Agency has made the findings
under section 4(a)(1)(A) or (B). The
directive of this final paragraph clearly
relates to the “data insufficiency” and
“testing is necessary” findings of

sections 4{a)(1)(A)(U) and (iii) and (B)(ir)
and (iii); it bears no dependence on or
other relationship to the findings under
either subsection 4(a)(fl(A)(i) or (B)(j).

Thus, once the Administratorhas
made a finding under TSCA section
4(a)(1)(A)(i) that a substance may
present an unreasonable risk, or under
TSCA section 44a)(1)(B)(i) that a
substance is or will be produced in
substantialquantities and may either
enter the environment in substantial
quantities or that there may be
substantial or significant human
exposure to the substance, the
Administrator may recu re any type of
testing ne~cessaryto address unanswered
questions about the effects- of the
substance. EPA need not limit the scope
of testing required to the factual bases
for the section 4(a)(lflAlii) or (B)(i)
findings.

Essentially, under TSCA section
4(a)(1)(B), EPA mayrecurs health
effects testing even if it has only made
a finding that there is or may be
substantial entry into the environment
of a substance, or require environmental
effects testing even if it has only made
a finding that there is or may be
substantial or significant human
exposure to a substance. Clauses (I) and
(H) of section 4(a)(1)(B)(i) can be
interpreted as mutually exclusive. See
cusnene decision, 899 F.Zd at 357 n. 19.
Either finding is sufficient to require
testing, so long as EPA finds that data
relevant to a determination of whether
a substance does or does not present an
unreasonable risk of injury to health or
the environment are insufficient and
that testing is necessary to develop such
data. It is the interrelationship of the
existing data set and numerous other-
substance-specific parameters. which
are evaluated under subsections (ii) and
(iii) of section 4(a)(1)(B), that determines
the specific testing requirements, if any,
for a particularsubstance.

EPA notes, however, that while it has
the authority to require testing for any
health and environmental effects once it -

has made a finding under either section
4(a)(1)(A)(i) or (B)(i) of TSCA, the Act
does not compel EPA to require testing
of all health or environmental effects
endpoints in all cases. Rather, once EPA
has decided that it will require testing,.
EPA must also determine what data are
sufficient and what testing is necessary
in each particularcase in promulgating
specific testing requirements. In
addition, once EPA has decided to
require testing, EPA also considers,
among other factors, “the relative costs
of the various test protocols and the
reasonably foreseeable availability of the
facilities and personnel needed to
perform the testing requiredunder the’
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r~i1ø.”TSCAsection 4{bHl), 15 ~
2503(b)$1).

Furthermore. if Congress had
intended that thetesting required under
section 4(aMl)(B) be related to whether
the findings arebased on information
about human exposure or’
environmental release, It is reasonable
to conclude that Congress would have
used the word “or” instead of “and”
when directing the Administrator to
require testing “to develop data with
respect to the health and environmental
effects ~“in the final paragraph of
section 4fa). However, the explicit
choice of the word “and” In this final
paragraph thcncaies that Congress
authorized EPA to require health and
environmental effects testing -

indenendent of the basii for an (A)(l) or
(51(i) finding. Indeed, EPA has
consietenily interpreted the“testing is
necessary” under’ TSCA sections
4(a)(1)(Afllii) and (B)(iii) to mean that

EPA may requireanyhealth or -

environmental effects testing for winch data
are insufficient and winch EPA behaves are
‘capable oi developing the necessary
information.” See 45 FR 48510, 48530 (JuLy
18, 19801.

EPA’s broad mandate to require
testing is also reflected In the legislative
history of TSCA. See H. Rapt. 1341.94th
Cong., 24 Seas. (19781, at 3-6, reprmted
in Leg, Hist at 411-414. The breadth of
TSC.A’s authority to require testing is
most apparent in TSCA section
4(a)(1)~B)which, according to the
Conference Report on TSCA.authorizes
EPA to require testing “even though
there is an absence of information
indicating that thesubstance or mixture
per se may be hazardous.” H.ConL
Rapt. 1679,94th. Cong.. 24 Seas. (1976),
at &1. reprinted in Lag. Hist. at 674. See
also H. Rapt. 1341. 94th Cong., 24 Sees.
(1976), at 18,, reprinted in Leg. filet, at
425.

Finally, in the cumane decision, the
Court supported EPA’s interpretation
regarding the relationship between the~
findings under TSCA subsection
4(a)(1)(B)~i)andsubsections
4$,a)U)4B)(iil and (iii):

A finding under section 4(a)41)LB)(1)does
not alone (ustify a testingorder, It must also
be found under section 4(aXl)(BXLII that
‘there are Insufficient data aed arpenenca
unoc which the effecti ofthe manufactwe for’
ploceessug. etc.] of suce ~
on health or the ee,irrmzseetcan re~ebly
be predicted.’ Similarly. section
4(aXlB)(iilI imposes the haiher’
requirement that the testing be ‘necessary to
developsuch data’ (emphasis added)—I.e.,
necessary to render the experience and data
sui&ieet as thesis on which the health and
envirn~uta1effects o(th. manufecturing -

(or~suceeang.etc.) can rui..r’n~ibty be
.11 tkse EPA properly concludes

that the axistiag data and axp.u4~m~tdo u~
suffice sea basis k~it to reseoneblypredict
that there will be no or .n-virrmxnental
ln)ury from the manufacturing(orprocessing,
etc.) of the chemical, then affirmative
evidence and findings of riskof such Injury
at hypothetical tcatdty kevei~under section
4(a)(11(81W are not necessary to provide a
nexus between requmng testingunder -

section 44a}(1XB) anti congrenicaral ~ra
for health and the environment.

899 F.Zd at 354—355 (emphasis in
original). Given thatTSCA section
4(a)(1)(B}(i) givesEPA authority to
reoure health and environmental effects
testing even in theabsence of
information that a substance is
hazardous, it is reasonable that the
specific testing to be required relates to
the data insufficiency and testing is
necessary findings under TSCA section
4(a)(1)(5)(ii) and(iii) rather than to the
environmental releaseorhuman
exposure finding made under TSCA
section 4(a)(1)(B)(i).
C. SubstantialProduction

EPA proposed a valueof 1 million
poundsas a threshold level for findings
of “substantial production,” 56 FR
32296. As an alternative to this
threshold, EPA solicited comments on
the adoption oi the TSCA section 5(e)
New ChemicalProgram’s exposure-
based substantial production threshold
(i.e., 220.000 pounds) or some higher
threshold (56 FR 32299).

Both CMA andSF1 commentedthat
EPA’S proposedproduction threshold is
a reasonable interpretation of
“substantial production” under TSCA-
section 4(a)(I)(B) (Rats. 1 and 2).
However, accordingto 04A. lwJhile
EPA’s approach isa reasonable oz~a.
production threshold of 2.2million-
poundswould be preferable to achieve-
consistency between EPJV a activities
under TSCA section 4 and theOECD
HPV Existing Chemical Testing
Program” (Ref. 3). Q4A noted that for
“purposes of recuir ng certain extensive
types of studies. EPA aiso uses 22
million pounds as a productionvolume
trigger in its new chemicals program
under TSCA section 5” (Rat, 1). NSIA
also suggested use of TSC?~sectious-S-
trigger for substantial production-(Ref.
6).Monsanto (Ref. 3), HSIA (Ref. 8),arsd
ETAD (Ref. 4)also support the adoption
of the-OEt~1HPV threshold for the
purpose of International hamoni~t1rai

EPAdisagrees withCMA andHSIA
that 22 million pounds production is

•the sole threshold utilized in the.TSCA
section 5 New Chemi~~aleProgram. In.
general,screening level toxicity studies-
for human health andiorenvironmental
effects may be required fei’ chemical
substances expected to be producedIn

quantities equal to or’ greaterthan
220,000 ~owrdsper yeas’. The New
Chemicata Program. as a matter of -~ -

policy. mayspecify higher tiered testh*
(e.g., bioassay, neurotoxicity) under -.

certain circumstances (La.. use in .‘.

consumerproducts) for those th~i’r~~
anticipated to be annually produced las.
amounts of 2.2million pounds or
greater: however, theexposure’bared
substantialproduction threshold los’- . — -

consideringtesting under section
5(e)(1)LA)(ii)(tl1 is 220,000 pounds (BaL’
16). --

EPA disagrees that theOECD HPV
threshold would be a more reasonable
approach for the initial threshold under
TSCAsection4. The 0EC2) HPV
threshold was established under
different circumstances than the
proposed threshold for “substantial
production.” Eighteen member -

countries (inciuaingall major pmodiirmg~
countries) developed national
inventories of HPV chemicals --

manufacturedor imported into their
countries, These inventories were -

merged into a comprehensive inventory
maintained by the OE~.and is called.
the OECI)Representative List (Ref. 17~~
which includes all chemicals(excIutlih~
polymers and petroleum fractions)-
reportedinanymembercountryin
excess of 10,000 tonnes (22 million -

pounds) andall chemicals reported In. T~
two or more countries in excess of 1,0Qff~
tonnee (2.2 million pounds). Hence, the.~-

OEGI) HPV production volume
threshold of 2.2 million pounds was.
conceived merely to guide the
generation of national inventorieswbld~
when combined would yield an -

international list o(high production- ~
volume chemicals, It was assumed ~

OEC) that the oroduction volume ahth8~
would be a sufficient indicatoro ~
potential exposure-such that the (~C~(i~
program on existingchemicals has- ~

focused since 1988 on the chen ls----~.
found on theOECDRepresentative’Lfst~.:

The TSCA section 4(a)(1)(B)U) finding”- I
of substantial production is not thesol.’~-
finding EPA must make torequire-
testing. The threshold of 1 million ~
pounds set forth by EPA in Itsproposed~
statement of policy t58 FR 32294) is
of several findings EPA must make. ~ -

before a substance maybe subject to ~
testing. EPAmust also find that thore4*4c:
substantial release, orsubstantial er~-
significant human exposure under- ~
TSCA sections 4(a)(1)(B)(1) (3) and (U)~
addition, EPAmust find that data are� ~.

insufficient and tasting is ne~aary-
under TSCA sections 4(SXIMBMII) aed~4~
(iii). EPA does not believe that a- —

productionvolume threshold whlth-l~~
chosen to generatean Inventory for a~i~
international program on existing ~
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chemicals and which is the only trigger
for entry into that program should be
determinative of the threshold chosen
for “substantial production” under
TSCA section 4(a)(l)(B)(i).

GAF. BASF, and ACC objected to the
proposed threshold on two grounds.
First, the proposed threshold value will
involve subjecting 95 percent of U.S,
chemical production (on a total volume
basis—il percent on number of
chemicals basis) to potential testing.
They argue that because the threshold
will encompass such a large percentage
of chemical production, the threshold
reflects an incorrect interpretation of
section 4(a)(l)(B) (Ref. 7).

As previously explained, EPA has -

broad discretion in defining
‘substantial” and could choose a

quantitative threshold at any point
along a wide spectrum when construing
the meaning of “substantial
production.” For instance, if one were
to create a chart ranking from lowest to
highest the aggregate production for all
substances on the TSCA Inventory, EPA
could interpret the term “produced in
substantial quantities” narrowly to
apply only to substances produced in
volumes at the extreme top end of the
chart. EPA could also choose to adopt
a broader interpretation, finding all
chemical production to be substantial
unless it fell below a value at the
extreme low end of the chart.

EPA has proposed a production figure
in between the two extremes. The 1
million pound threshold for production
narrows the “universe” of chemicals
potentially subject to TSCA. section 4
testing under TSCA section 4(a)(1)(B) to
11 percentof theTSCA Inventory. Since
that small percentage of the Inventory
accounts for 95 percent-of total chemical
production, it is reasonable to use this
information as a basis for making a
finding of -“substantial production” for
substances produced in excess of that
threshold.

GAF, BASF, and ACC also
commented that the 1 million pound
threshold “will impose an unfair
economic burden on chemical -

manufacturers and processors that could
stifle technological Innovation” (Ref. 7).
Thiscomment (which is unsupported
by any empirical data) also appears to
reflect a misunderstandingof the scope
of this policy statement.

Neither the “B” policy nor any
particular numerical threshold set forth
herein constitutes an automatic trigger
for testing. Furthermore, this policy
statement does not address the amount
of testing to be required for chemicals
meeting the “B” fluidings criteria, so it
is not possible to determine whether a

particular production volume threshold
would have any economic impact.-

EPA does, however, carefully
consider the potential economic impacts
and the value of testing data for all
section 4 test rules. For each chemical
subject to testing. EPA conducts an
analysis which estimates the costs of
testing. In addition. EPA considers any
comments received on the economic
effects of proposed testing requirements
when developing final rules under
section 4, and may revise testing
requirements when respondents
demonstrate that the rule would impose
excessive economic burdens or would
stifle technological innovation.

The consideration of economic~
impacts is particularly important for
chemical testing decisions because
EPA’s purpose in using section 4 is to
obtain data for use in risk assessment
and, where necessary, risk management
activity. EPA recognizes that if the
testing it requires on a substance under
section 4 imposes an unfair or excessive
burden, the likely result of the section
4 rule would be to drive the chemical
from the market, rather than to produce
test data. To insure that test data are
received, EPA must be concerned with
any significant adverse economic
impacts associated with section 4 test
rules. Economic considerations are
therefore well integrated into EPA’s
testing decisions,

in response to EPA’s alternative
threshold proposal for the substantial
production criterion (220,000 pounds)
used in the review of new chemical
substances under section 5 of TSCA,
Callery Chemical Company stated,

[alt this threshold production level, the
publication of production quantitieswill not
only reveal extremely sensitive confidential
business Information but will clearly
overwhelm the Agency with work that It
cannot handle (Ref. 5).

EPA believes thatadopting the
threshold of substantial production used
in the review of new chemical
substances under section 5(e) of TSCA
is inappropriate at this time, although
for different reasons. Callery Chemical
Company’s concern about public
disclosure of sensitive business
information is addressed elsewhere in~
this notice (Unit ILF. of this notice).
EPA recognizes that the number of-
chemicals which couldbe considered as
potential testing candidates under
section 4 of TSCA would be greater if
the lower threshold value of 220,000
pounds were adopted. However,
substantial production is only one of the
findings that EPA must make in-order to
propose chemical testing under section
4 of TSCA. Therefore, there is no reason

to believe based on a lower threshold
alone that EPA would be overwhelmed,
as Callery Chemical Company believes.
by adoption of the TSCA section 5
threshold value for substantial
production. Nevertheless, for the
reasons set forth above and in the
proposed policy, EPA will adopt the 1
million pound threshold for
“substantial production” under section
4(a)(1)(B)(i) of TSCA.

D. SubstantialRelease
If the criterion for “substantial

production” is met, then at least one oi
three additional findings under TSCA
section 4(a)(l)(B)(i) must also be made
before testing is required. The first of
these findings is that the substance
“enters or may reasonablybe
anticipated to enter the environment in
substantial quantities” under TSCA
section4(a)(i)(B)(i)(I). EPA refers to this
finding as “substantial release” and
proposed that a value of 1 million
pounds per year release or release of 10
percent or more of totalproduction
volume, whichever is lower, be
established as the threshold value for
“substantial release.” As an alternative
to this threshold, EPA solicited
comments on the adoption of a fixed
threshold, such as 100,000 pounds or 1
million pounds (56 FR 32296).

CMA, HSIA, and SPI disagree with
EPA’s interpretation that “enters the
environment in substantial quantities”
equates with “substantial” release.
These commenters contend that EPA
must consider not simply the total
poundage released but also other factors
that address the potential for human
andlor environmental exposure such as -

the chemical’s persistence in the
environment and its likely or estimated
concentrations in various environmental
media (Refs. 1, 2 and 6).

EPA disagrees with the commenters’
arguments regarding what information
EPA must consider when making a
finding under TSCA section
4(a)(l)(B)(i)(I). In effect,Ch4A attempts
to import the “exposure” component of
clause (11) of section 4(a)(1)(B)(i) into
clause (I). However, as indicated by the
word “or” between the two clauses,
clauses (I) and (II) of section 4(a)(1)(B)(i)
can be interpreted as being mutually
exclusive. While EPA may, if it chooses,
make a finding under both clause (I) and
clause (II), a finding under either clause
alone, coupled with findings under
4(a)(1)(B)(ii) and (iii), is sufficient to
support a test rule.

EPA believes that it Is reasonable to
interpret section 4(a)(1)(B)(i)(I) to mean
that any release during the manufacture,
distribution in commerce, processing,
use or disposal of a chemical substance,
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is. per so, “entry” of that substance into
the envirca~mant,irrespective of the
substance’ssubsequent persistence or
concentration in theenvironment.
TSCA explicitly uses different terms,
“enters” in clause (1). and “exposure” in
clause cii). There is nothing in the-
statute or legislative history that clearly
indicates that clause (I) necessarily
embracesor incorporates an “exposure”
component. or a durational or
persistence reouirement. Moreover, in
the cumene decision, the Court
extiicitly rejected CMA’s argument that
EPA must incorporate a “persistence”
c;ornponent in making a section
41a){1)(Bfli)(I) finding. See899E.Zd at
T~55—356,and n. 15—16. For these
reasons. EPA believes that its
interpretation of the phrase “enters the
‘environment” as encompassing any
‘release-’ ~othe environment is a

reasonable reading of section
4(ei(1 )U3)(i)(fl.

CMA also commentedthat
EPA snould clarify that, as m sectIon 313

ci EPCRA. the only releases on which a ~‘B”
finning will be based are releases toair or
wa tar beyond s.~eboundaries.. ~ala~asor
transfers to treatment and waste disposal
facilities raise entirely different exoosure
considerations and should not be taken into
cccount in making “B” findings ~Ref,1).

EPA disagrees with CMA’s
characteriraticit of the scope of the terre

“release” in EPCRA. and as the- Agency
is using that term in its interpretation of
‘~SCAsection 4(a)(1)(B1(i}(l}. Contrary to
CMA’s assertion, EPCRA does not limit
the term “release” only to releases to
‘air or water beyondsite boundaries,”

Rather, “release” is broadlydefined in
EFCRAsection 329(87,42 U.S.C
11049f81,as

spilh~~)eek1u~pum~pc~rfng
emifttvg. ~wpIi’isg, d rgi-ng, in~ec*lsg,.
escaping. leacbis~,dinnvthg. or dir *ing
into the anviroexnmnt”

Similarly, EPCRA sectirm 329(27,42
U.S.C.11049(27,definesthetaste
“envirtmznenr broadly to include

water, air, and land and the
Inteatfoeship which exists ameag and
between water,air, and land and all living
things.

- An identical definitiooof
“environment” appears in TSCA section
3(51,5U.S.C. 2602~5).The limiting
phrase “beyond facilitysite boundaries”
appears only La EPQZA secth~
313(dXZJCA7, 42 U.S.C. 11023(d)(Z){AJ.,
Under this provtsionof EPCRA. wheti
considarin&tba reasonably antiripated
“significant adverse.acuta-human,health

-- - effects,” of a chemical in the context al-
an Agency dacisic*i to list ~ doliat a
chemical on the Taxies Release

Inventory, theAgency is limited to a
considarati~mof those effects which
would occur “at concentratior~ levels
thatare reasonably likely to exist
beyond facility site boundaries as a
resuAt of continuous, or frequently
recurring releases.”This limitation
applies only in this instance, and does
not apply to or modify any other clause
of EPCRA section 313. Therefore, C~4A’s,
attempt to limit the scove of the term
“release”under EPCRA. and to relate
this limitation to releases considered
under TSCA, is baseless,

Moreover, neither “release” nor
“~tntersthe environment” is defined in
TSCA. )Ls exp ained above. EPA
believes that it is reasonable to interpret
ciause (I) of section 4(a)(1)(B)(i) of the
Act to encompass any releaseof the
substance to the environment. For
purposes of this policy, and consistent
with the definition of “environment” in
TSCA, “enters the environment” under
section 41a)(11(B)(i) includes any
releases to “water, air,and land” that
result from or may reasonablybe-
anticipated to result from the
manufacture, processing, distribution in
commerce,use ordianosal of a chemical
substance or mixture, regardless of the
source or nature oftherelease.

Furthermore, TSCA’sscope is not
limited to consideration ofonly releases
from a site or transfers-to treatment and
waste disposal facilities. Rather. TSC&
is intended to broadly address the
general uncertainty about theeffects of
the manufacture, processing.
distribution incommerce, use or
disposal of a chemical substance or
mixture..

SF1 commented that EPA’s proposed
1 million pound release threshold.,and
the proposed alternative 10 percent of
production volume threshold,were
“arbitrary” and that “EPA does not
provideany support for theselection of
10 percent of the production volume
other than it would seem to be asizable
number. Absent any frame of reference
such as exposure,orpresence in the
environment,such a number is no lass
valid than 1 percent or 60 percent” (ReL
21.

EPA disagrees with SPI’s continent In
choosing the 1 million pound threshold
value to represent “substantial” release,
EPA was guided by the same
considerations thatwere used to
determine the threshold value for
“substantial” production. In choosing
the poundage threshold, EPA used the
Toxics Release Inventory (‘I’IW in
judging the “substantial” nature of that
amount of release.. EPAhas determined
that 37 percent of the-chemicalsListed
on thaTRI have releases of oven
milliob poundsand that these releases.

account for 99 percent of the totaL -~

reported releaseon theTRI by voLuma~
Clearly,thesmall percentage of TRI -

chemicals that exceed the selectea ~--

poundage threshold accounts for the ~
vast matority of totalTRI releases, It is-. -

reasonable for EPA to use. that - -

information as. a basis for focusing its. -

attention on chemicals released in
excess oithat threshold.

In adthtion, as stated in the proposed-.
~ouicystatement (56 FR 322961. the
percentage threshold has been proposed
necause EPA is also concerned about
chemical releases that are a sizable
Dercentage of the production volume of
that themical.EPA believes that when. -.

such a sizable percentage of a -

chemical’s oroductIon volumeLa
released, that release should be
considered “substantial” fat that
chemical substance.This threshold wilL
allow EPA the flexibility to require -

testingof chemicals with. production
volumes equal to or greeter than 1
million pounds per year. but with
releases of less than 1 million pounds. -

per year.

SubstantialandSignificantHamon--
Exoosure

EPA proposed that “substantial
exposure” means exposure to large ~ -

numbers of people (56 FR 32297).aud~
set out the following numerics! I -

thresholds for a finding of “suhatantiatl
exposure”: 1,001] workers,,. 10,000 --

consumers, and/or 100,000 personsixi. - -

the general population.. EPA propoead~
that “significant exposure” refers to tha-,
nature of the exposure. A finding of~ -

“significant exposure” wouldgenerel~r~
be made where the numerical threshc~:.
far numbersof persons exposed for.
“substantial exposure” is not
the nature of the exposure issufflcieiit!~
direct, iarge or- prolonged. However,.
EPA may make a fl~l~ ~
may be both significant human exposure ~-

and substantial human exposure, if the. -

number of people exposed exceeds t.h~”~I
thresnolds set forth in this pollcyand: ::~
the canire of the exposure iaalso- -

significant as set forth in thispolicy. A&.,~-:
an alternative to these thresholds, EPA..,,~
solicited cnrnmenta on the adoptloxxofl~
either the TSCA section 5(e) New .

ChemicaLProgram’s exposure-hazed.
criteria for “s~ht±antla~I”and .

“significant” human exposure or &ema~
othercriteria forwhich there lsastrong~.
basis or supporting ratinnsle (56 Fa. -~

32299—323001,. -

OSHA and NIOSHsubmitted -

comments supportive of EPA’s T

statement-of policy fotdetarmining.
“substantial” and “aigpifirnnt” lwim~n~-
exposure. In fact. NIOSH “urges EPA t~T-
seriously consider Its alternative
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proposal’ that would result in testing
compounds for which fewer than 1,000
workers are exposed” (Ref. 9). OSHA
agreed with EPA that, for TSCA
purposes, the proposed definitions for
“substantial” human exposure and
“significant” human exposure set
reasonable criteria for determining if
testing is required when toxicity data
are absent or incomplete. Accordingly,
“OSH~believes that exposure of 1,000
workers to a chemical of unknown
toxicity represents adequate impetus to
require testing” (ReL 8). In addition,
OSHA stated that the proposed
distinction between “substantial”
human exposure and “significant”
human exposure is appropriate (Ref. 8).

1~Stibstantiaihuman exposure.CMA,
SPI, Monsanto, ~AD, HSIA, GAF,
BASF, and ACC submitted comments
that questioned the definitions and
rationale underlying the proposed
criteria. A common comment was that
EPA had not provided sufficient
rationale to justify the proposed
numerical thresholds for determining
“substantial” human exposure.

EPA disagrees with the commenters’
suggestion that EPA did not provide
sufficient rationale for the numeric
thresholds chosen to guide
“substantial” human exposure findings.
As articulated in the proposed policy
statement (56 FR 32297). EPA chose
numeric thresholds to characterize
“substantial” human exposure because
it is EPA’s belief that TSCA section
4(a)(1)(B)was intended to address-
situations where large numbersof
people maybe exposed to a chemical
substance and little or-no hazard data
exists to indicate whether or not that
chemical substance may present an
unreasonable risk. EPA has based Its
thresholds for workers on experience
gained through case-by-case analysis of
existingsubstances. Furthermore,
according to the Nations! Occupational
Exposure Survey (NOES) data (Ref. 18),
an average of 650 workers are
potentially exposed to a chemical
substance produced in a quantity of 1
million pounds. In other words, fore
chemical produced in. a quantity oil
million pounds, It iarelatively
uncommon that as many as 1,000
workers would be exposed. Given this
analysis and its experience of case-by-
case analysis of existing chemical
exposure over the years, EPA believes
that it has reasonably interpreted
“substantial human exposure” under
TSCA section 4(a)(1)(B)(i)(U) by
utilizing a relatively conservative
threshold of exposure of 1,000 workers
to a chemical substance, Moreover,
although many respondents do not-favor
EPA’s rationale for making a

determination of substantial human
exposure, they did not specifically argue
that these thresholds were
unreasonable, nor did they -provide any
specific alternative criteria or rationale.

The different numeric thresholds for
worker, consumer, and general
population exposure are EPA’s attempt
to reflect the inherent differences In the
probable exposure scenarios for
particular categories of individuals. As
stated in the proposed policy statement,
“workers generally are exposed on a
more routine or direct basis than
consumers, and consumers are generally
exposed on a more direct basis than the
general public” (58 FR 32297, July 15,
1991). EPA has decided to apply a
differential equal to one order of
magnitude between the worker,
consumer, and general population
thresholds. EPA believes this approach
is reasonable and sufficiently reflects
the inherent differences in the probable
exposure scenarios for each of the
categories of individuals. Both OSHA
(Ref. 8) and NIOSH (Ref. 9) supported
the basis for the distinction between
substantial exposure to workers,
consumers, and the general population.
EPA recognizes that this approach,
which is consistent with the Fifth.
Circuit’s cumene decision, Integrates to
some extent the concepts of
“substantial” and “significant” in
determining what constitutes
“substantial” human exposure. 899 F.2d
at 356, n. 17 (cumene decision); and 56
FR 32297—32298 (July 15, 1991).

Although commenters generally
criticized EPA’s rationale for choosing
the numeric thresholds articulated in
the proposed policy statement. none of
the comments offered any specific
alternative thresholds for making a
section 4(a)(1)(B)(iXII) finding. Many
comments expressed the view that EPA
must consider certain chemical specific
factors to make a “substantial” human -

exposure finding.
CMA and other commenters objected -

to EPA’s threshold approach for -

determining “substantial” exposure
because It is based solely on numbers of
people exposed and does not take into
account the physical and biological-
properties of a chemical, the mannerof
its use and release, the level, frequency,
and duration of exposure, nor any
available relevant exposure data. QvfA
argues that EPA should “make prudent -

but realistic assumptions about the
exposure levels that would be of.
regulatory concern if testing
demonstrates adverse effects” (Ref. 1).

EPA believes that CMA’s comments
reflect an Inaccurate understanding of
the role of chemical testing conducted
under the authority of section 4 within

TSCA’s statutory framework and
purposes. As explained above in Unit I.,
TSCA was enacted to ensure that, given
the exposure of humans and the
environment to a large number of
chemical substances and mixtureswith
potentially harmful effects, there would
be effective regulation of commerce in
such substances. TSCA section 2(a), 15
U.S.C. 2501(a). Since the potential
effects of many chemical substances in
commerce are not known, the policy
provisions of TSCA reflect Congress’
intent that:

adequate data should be developed with
respect to the effect of chemical substances
and mixtures on health and the environment
and that the development of such. data
should be the responsibility of those who
manufacture and those who process such
[substanceel.

TSCA section 2(b)(1), 15 U.S.C.
2601(b)(1). Section 4 of TSCA provides
EPA the authority to require such
testing.

In effect, by urging EPA to make
“assumptions about the exposure levels
that would be of regulatory concern if
testing demonstrates adverse effects,”
CMA argues that EPA must make an
affirmative finding that a chemical
substance would pose an unreasonable
risk of injury at some hypothetical
levels of toxicity and exposure in order
to require testing under section
4(a)(1)(B) of TSCA. Thiscontention was
explicitly rejected by the Court in the -

cumene decision, 899 F.2d at 354—355.
Further, in contrast to the TSCA

section 4(a)(1)(A) risk-based criterion
and the TSCA section6 risk/benefit
analysis. a finding under TSCA section-
4(a)(1)(B) requires no risk analysis. See-
899 F.2d at 354 (cuinene decision); and
859 F.2d at 979, and 984—988 (EHA
decision). Additionally, as both -

exposure and hazard are factors used to
determine whether a chemical may pose
a risk, without the necessary hazard
information, making “prudent but
reaiistic assumptions about the
exposure levels that would be of
regulatory concern if testing
demonstrates adverse effects”would be
a meaningless exercise. The utility of
the frequency, duration, and levels of-
exposure is limited when EPA is acting
in the absence of information about the
hazard of the chemical substance In
question. Given the statutory framework
of TSCA, its legislative history, and the
case law interpreting the section 4
testing provisions, EPA does not believe
that it is required to undertake the type
of detailed exposure analysis urged
upon It by CMA and other respondents
in making the TSCA section



4(a)(1)(B)(i)(U)“substantial” human
exposure finding.

Although EPA is not required to
consider the factors enumerated above
in making a finding of “substantial”
human exposure, EPA did, as a matter
of policy, offer for consideration in the
proposed policy statement an
alternative set of human exposure
criteria, based on the TSCA section 5(e)
New Chemicals Program human
exposure guidelines, which
incorporated some of these factors (56
FR 32299—32300. July 15, 1991).
However, despite an explicit invitation
for comments addressing the merit and
feasibility of applying these guidelines
in the context of section 4 test rules,
none of the comments addressed the
snecific numerical values and other
factors outlined in EPA’s proposed
alternative thresholds. Comments on the
alternative thresholds expressed only
the general view that the section 5(e)
criteria should not be applied to review
of existing chemicals under section
4(a)(1)(B). (Refs. 1 and 2). Furthermore,
EPA solicited comments on adopting
“some other criteria than the criteria
proposed herein by EPA” and “the
supporting rationale” for such criteria,
yet received no comments offering any
alternative thresholds or other specific
suggestions or rationales.

Despite EPA’s attempt to elicit more
specific comments, most comrnenters
addressed only the general concept of
the proposed thresholds. For example,
CMA argued that “Congress clearly
expected EPA to demonstrate a pattern
of unusually large or widespread
exposure which differentiates the test
substance from typical chemicals in
commercial use” (Ref. 1). Based on this
argument, CMA suggested that EPA-
develop an analysis of variations-in--
human exposure potential within the
universe of commercially produced
chemicals. Such an analysis would
provide a basis for- “low”, “medium”,
and “high” exposure chemicals. For
example, CMA stated that EPA had
made no effort to determine whether
there are many or few chemicals to
which at least 1,000 workers üre
exposed. Without such an analysis,
CMA argued, one cannot conclude that
exposure to 1,000 workers is large or
small for typical chemicals in
commercial production.

CMA suggested that data exist which
could be used to make order-of-
magnitude distinctions regarding the
number of workers and consumers
exposed to different chemicals. Data
sources suggested by CMA Include the-
NOES; information collected underthe
TSCA section 8(a) Preliminary
Assessment Information Rule (PAIR);

Household Solvent Products: ANational
Usage Survey, EPAJOTS 560/5-87-005;
and the System for Tracking the
Inventory of Chemicals(STIC) Database,
U.S. Consumer Product Safety
Commission (CPSC) 1988. CMA also
stated that about 400 substances have
been screened under TSCA section 4
and that EPA’s RM1 (Risk Management-
1) process has resulted in a systematic
review of available exposure
information for a growing numberof
existing chemicals (Ref. 1).

As explained above, EPA disagrees
with commenters~’fundamental premise
that the Agency is required to undertake
an analysis of typical exposures of all
chemical substances currently In
commercial production in order to
support its interpretation of the term
“substantial” under section
4(a)(1)(B)(i)(ll) of TSCA, or that such an
approach was mandated by Congress.
Neither the plain language of TSCA nor
the legislative history require EPA to
undertake the kind of exhaustive
analysis urged upon it by CM.A and
other respondents to support findings
under TSCA section 4(a)(1)(B)(i). In
short, the cost of generating the
exposure information necessary for this
type of analysis may well exceed the
cost of testing, and is not appropriate for
a decision to require testing under
section 4 of TSCA.

EPA notes, however, that it does not
ignore all of these factors inmaking
decisions to require testing under
section 4 of TSCA. For each substance-
specific rulemaking under section 4,
EPA must determine whether there is
sufficient “data and experience” upon
which to “reasonably determine or
predict” the health and environmental
effects of a chemical substance, and
whether testingof such substance is
“necessary to develop such data.” In
making these determinations, the
Agency has always, and will continue to
examine all available and relevant
information concerning the substance in
questibn, including the physical and
biological properties of the substance,
the manner of its use and release, the
level, frequency, and duration of
exposure, and any available relevant
exposure and toxicity data. It is the-
responsibility of interested parties to
provide any information they believe
may be relevant to the Agency’s
determination to require testing of a
particular chemical substance under
TSCA section 4. Consequently, EPA
always welcomes the submission of
such information during the notice and
comment period provided prior to the
promulgation of any final test rule.

Furthermore, even if EPA wore to-
conduct theanalysis urged upon It by

Z874~J

(IMA at this time, the potential aourca~s~
of Information identified by CMA ~-

present a numberof problems forsch’-~-’~-
an analysis due to the limited scope of~
their coverage. These limitations differ’s - -

from database to database, and 1nclude~-’-

the numberof chemicals covered, --

limited overlap between the databases, -

the specific data included in each - - -‘

database or information source, -

imprecise data concerningcurrent
production of a given substance, gaps In
exposure, use and release information~,
and diferences in the quality of data -

and the basis for each estimated -

parameter. For example, the NOES -

database developed by NTOSH contains
Information on more than 4,000
chemicals. This database contains --

useful information on the approximate - -

number of workers potentially exposed~
the numberof female workers
potentially exposed, the approximate
number of facilities in the industry -

handling the chemical, and the industry;
Standard Industrial Code (SIC) where - -

the chemical is found. However, by - -

itself, the database is insufficient to -

fully characterize the potential worker- -

exposures because the database doesnot
contain information of the frequency, ~
duration, or the levels of workers’ -

exposures. Due to these limitations, ~

does not believe that it is possible to ~ j
develop an analysis of the variations in~-;--J
human exposure potential for the entlie~ J
universe of chemicals. However, in the..-~-~
context of a substance-specific --~ f
rulemaking, EPA will carefully considers J
the human exposure scenario. Once ~
again, EPA invites interested parties to~
submit for EPA’s consideration- all .-~-J
available and relevant information -

during the notice and comment period~.j
for each substance-specific rulemakln~J
under TSCA section 4. -

2. Significant humanexposure.C~L~
supported by SPI, agreed with EPA~tha~.
“exposure can be considered - -~

‘significant’ where the potential expose~
population is not large but the -

conditions of exposure are unique-and~
create unusually great concern about-th&~
substance’spotential for adverse ~
effects” (Ref&1 and 2). OSHA- also- - -~

agreed and stated,
till a worker Is exposed directly (i.e., by~~

Inhalation) or on a routine or episodic basls~-
it Is reasonable to determine that a
human exposure exists, even if-fewer thaa~6~
1000 workers are exposed (ReL 8). -

However, C1{A, HSIA and others ~-~-

commented that EPA’s proposed po&~
does not “meaningfully identify wber~’~
such ‘significant’ exposures might exi*”~
(Raf.1).

EPA does not believe that It has, at~~
this time, sufficient experience to— -
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generically f~n~criteria that it will
employ in m~’~kInga finding of
sigr5.cant” hinnAn exposure,under

TSCA section4(a)(1)(B}{i)W). Should
EPA make s~x±a finding in a substance-
sp~ rui~aki.ng.it will fullyexplain
the bases for that finding at that time.

C~W1Aalso stated that EPA has not
adecuately defined or explained the
term “direct exposure” andhow it
relates to “significant” exposure (RaL 11.

A “direct” axposuremaybe
characterized as a clearly
identifiable or likely source of the
chemical,an exposure pathway from the
source to the receotor that can be
exuecled, with reasonable certainty, to
result in the potential for exposure,and
an exposure route that will orcan
reasonably be expected to result in
intake/uptake by the receptor. For these
reasons. it is reasonable to conclude that
in instances where exposure is “direct”,
EPA may consader the exposure to be
“cicmiflcant” under TSCA section
4(a)(1)(B)(i)(ll)..

GAF, BASF, and ACC stated that EPA
has failed to establish a clear distinction
between “substantial” and “significant”
exposure as presented in Table 1 of the
proposed policy (Ref. 6).

As previously acknowledged, there is
some overlap between the criteria used
to construe “substantial” and
‘significant” human exposure.
However, itils EPA’s beliefthatsuch an
overlap is not inconsistent with the
statutory purpose and legislative history
of TSCA. As stated In thecumene
decision, 899 F.2d at 356, n. 17, “it is
not necessarilyclear that “significant”
and “substantial~’as used In clause {ll)
must be imderstood in awaythat
preventsany oyer1a~.”

QvfA re ,n,rnen6ed that “EPA should
judge the-”s’i iflarse” ofexposure by
exRmining whether, forthe effected -

population, It Involves large
concentrations or is usually frequent or
prolonged” (Ref. 1). HSIA suggested that
EPA consider “the mode of manufacture
of the chemicals, the manner of use, and
physical properties which maymake
even quitedirect exposure to the
threshold levels of little orno concern”
(Ref. 6). To arzomplis±ithis -evaluation,
CMA recommended that ‘EPA should
develop representative exposure
scananos for workers, consumars~and-

the general populatAon ‘I1~asescenarios
should then be used to irmctify
workplace operations, consumer
products orenvironmentaL releases with-
uncommonlylarge exposure potential”
(Ref. 1).

Because thedetermination ofwhatis~.
“significant” human exposure can.be~
verychenucal and use sçieciflc,EP&~~
does not belie’p. that Lbs zeF~atsth.e-

exposure ecenarios suggested by 04A
would have much utility. However. EPA
will examine, among other fectors. the
criteria suggested by CMA end others in
the context of substance-sped&
ruieniakings under TSCA section4.
including the mannerof use, the
chemical specific physical properties,
and whether for the affected population
the exposure would involve large
concentrations or is frequent or
prolonged. Also, in resnonse to an
earlier suggestion from commsuters, -

EPA did propose. as an alternative to
the proposed section 4(aXl)(B) criteria
for “signi,~cant”exposure,adopting the
qualitative and auantitative-
“substantial” and “significant”
exposureguidelines used to reviewnew
chemical substances under section 5(e)
of TSCA (56 FR 32299). These TSCA
section 5(e) criteria do include some
consideration of frequency, duration
and magnitude of exposure for workers,
and consideration of magnitude of
exposure for the general population.
The section 51e) criteria for consumer
exposure are qualitative only. These
criteria were developed based on
experience assessing the exposures
associated with thousands of new
chemicals with limited,but known, uses
and exposure settings. However-, as
explained above, none of the
commenters were in favor of EPA
adopting the TSCA section 5(e) human
exposure criteria.

In siimm~ry,for the purpose of
determining whether there is or may be
“substantial” exposure under TSCA
section 4(a){1)(B)(i)(fll. EPA will utili~
the numerical thresholds of 1,000
WflrkRrS 10,080 consumers, and/or
100,000 persons in the general
population. A- finding of “signiffca~x”
exposure will generally be made~ona
case-by-case basis, taking into
consideration, among othar factors, the
manner of use, substance specific
physical properties. conceatratioa
levels,and the duration and frequency
of the exposure to the substance. It is
important to note that TSCA section 4
is an information ~tharing tool only
and thatitplacasnolimits ona
chemical substance’s menu farthu’,~,
processing, distribution inc~~ceor
use. Given the limited purpose-clTSCA
section 4(a),, to require testing. and
because the finding that them is ormay
be “substantial” or “signiflcant”-human
exposure is only one of several f~n&ngs
EPA must make to require testing. EPA
believes that the criteria sat forthherein
are a reasonable interpretationof the
phrase “significant or substantieL~
human exx~we”in TSCA section
4(a)(1)(BXiXII).

S

F. OtherIssuar
1. Categories. EPA proposedthat it

would applythegenericnumerical
thresholds for most substances
considered for action under TSCA
section 4(a)(1){B). In- some cases,
however, where the thresholds are not
met. EPA pronosed that it may consider
“additional factors” on a case-by-case
basis for making findings. An example
of such a case mentioned by EPA in the
proposed policy was chemical
categories.

CMA, supported by SF!, believes that
categories should be narrowly defined.

In CMA’s tudgement. the only category that
would be s~zitab1efor a ‘B’ ~ndingwould be
one wriose members ooue~asimilar
chemim.i structures and wee therefore- likely
to have closely related health or
environmental a~eus~ReL1).

CMA also comments that
representatives from a category could be -

selected for testing, obviating the need
to test each and every member of the
category.

EPA does notagree with the
commenters that categories must, by
necessity, be limited to chemicals with
similar structuresor toxicological
properties. However, EPA does agree
that chemicals with similar structuresor
toxicological properties could, in certain
instas~es.be grouped together and
ref~edto~~y as a category.
Additionally, after considerationof all
relevant chemical specific parameters,
EPA may propose category findings on
a case-by-case basis, and will solicit
comments on this decision in the
soecific-proposed test rule. This is the
approach taken m the proposed t~ rule
for glycidols (56 FR 57144. Novem~r--

11, 1991).
2; Additionaiorm athgfactors.

CMA, Monsantosad others stated that
EPA should, in implementing its policy
under section 4(51111(B)of TSCA..
preserve the flexibility to consider-
additional and mitigating factors one
case-by-case basis. Monsantosupports
the “substantial” and “significant”
exposure criteria as benchmarks but
believe-that other factors,on a-case-
specific heels. may need aluatina. For-
example, Q4A stated thatwhere there
are no other indicators of substantial
exposure other than that a chezn~l
appeers in human adipose tissue. EPA -

should consider that the tissuemay he-
reflective of b~kgrc*indlevels in the
environment,a metabolicproduct of
anothercompound. orrelease fromnun—
industrial ~ (RsL 1).. In such a
siU~tiou,~~4Asuggests thattesting-
under section 4{al(1)(B) ofTSCA would
not be justified.
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EPA agrees with the respondents that
in implementing this policy, EPA
should preserve the flexibility to
consider certain variables on a case-by-
case basis. Furthermore, in
implementing section 4(a)(1)(B)of
TSCA, EPA intends to use the criteria
articulated in this policy statement as
guidelines to retain the flexibility to
consider all relevant variables in making
findings under section 4(a)(1)(B) of
TSCA. As stated in the proposed
statement of policy, EPA intends to
utilize the generic thresholds for most
chemical substances considered-for -

action under TSCA section 4(a)(1)(B). In
some cases, however, where the
thresholds are not met, EPA may
consider ~‘additionalfactors” on a case-
by-case basis to make findings.

EPA’s authority to use this flexible
approach was recognized by the Court
in its decision regarding the cuinene test
rule. The Court stated that EPA’s
definition need not be precise — it need
not “function like a mathematical
formula.” 899 F.2d at 359. On the other
hand, there may be some instances
when a chemical substance meets the
criteria articulated under TSCA section
4(a)(1)(B)(i), but where testing under
TSCA section 4(a)(IUB) will not be
required because EPA finds under
subsection (ii) or subsection (iii) of
section 4(a)(1)(B), respectively, that data
are sufficient to reasonably.determine or
predict the effects of the manufacture;
process, distribution, use, or disposal of
the chemical or that testing is not
necessary. Monsanto. GAF, BASF, and
ACC strongly support the use of
“mitigating factors” to justify not
requiring testing for those chemicals
that meet the section 4(a)(1)(B)(i) criteria
for which the available data are
sufficient to reasonably determine or
predict the effects of the manufacture,
process, distribution, use or disposal of
the chemical andIor that testing is not
necessary.

3. Confidentialbusinessinformation.
Callery Chemical Company is concerned
that an EPA finding wider TSCA section
4(a)(1)(B)(i) that a chemical may be
produced in substantial quantities may
result in disclosure of confidential
business information (CBI) and “could
provide valuable marketing information
to competitors and potential -

competitors without justification” (Ref.
5)’

EPA does not believe that disclosing
to the public the fact that at least 1
million pounds of a chemical substance
or mixture is produced per year would
be a disclosure of CBL In making such
a finding, EPA would be relying on the
aggregate production volume for all
manufacturers of the substance. Thus,

EPA would not be disclosingspecific
information regarding any particular
manufacturer’s production. Shouldsuch
a statement affect a single manufacturer,
as might be the case withspecialty
chemicals, EPA does not believe that a
statement that production volume is at
least 1 million pounds would disclose
sufficient information to be considered
a disclosure of information which might
be entitled to confidential treatment.
Furthermore, TSCA section 14(a)(4)
authorizes the disclosure of information
which otherwise might be entitled to
confidential treatment when relevant in
any proceeding under TSCA, including
rulemaking, provided that disclosure is
made in such a manneras to preserve
confidentiality to the extent practicable
without impairing the proceeding. See
40 CFR 2.306 (1991). EPA believes that
by disclosing only that a substance is or
will be produced in volumes of 1
million pounds per year or greater,
confidentiality would be preserved to
the extent practicable while still making
findings under section 4(a)(1)(B).
However, EPA will make this decision
on a case-by-case basis, in accordance
with 40 CFR 2.306, if such situations
arise.
G. BeyondScope -

Respondents raised several issues
which are beyond the scope of this
policy statement. The issues relate to
the use of structure activity
relationships (SAR), exclusion of
polymers, tiered testing schemes, and
testing priorities under TSCA section
4(a)(1)(B).

1. Structureactivityrelationships.
Monsanto believes that “Etihe ‘B’ policy
should recognize and authorize the use
of structure activity relationships (SAR)
when evaluating the testing needs and
priorities for substantial production
chemicals” (Ref. 3). Monsanto
commented that a large number of their
high production volume chemicals are
produced as intermediates and then
later converted to neutral salts to
facilitate handling and shipping; in
most of these cases, the salt and
intermediate itself have essentially the
same toxicological priorities. Therefore,
by testing and evaluating one. substance,
the other chemical can be evaluated
using SAR.

Monsanto’s comment is not relevant
to a discussion of TSCA section
4(a)(1)(B)(i).Rather, whether SARwill
be a factor in determining the “testing
needs and priorities for substantial
production chemicals,” is a matter
relevant to TSCA section 4(a)(1)(B)(il)
and (iii) findings. Therefore, Monsanto’s
concerns would be addressed in relation
to a chemical specific test rule.

-~

2. Polymerexclusion.Monsanto -

commented that polymer exemptions
should be recognized by EPA under this~-

policy, because “Eplolymers representa~
special class of chemical substances that
needs separate consideration under the~
pronosed ‘B’ policy” (Ref. 3). Monsanto::
noted that a number of polymer
substances are biologically benign and.
therefore, do not represent substantiaL
health or environmental concern. In - -

support of this position, Monsanto - -

noted that exemption procedures ar~-

provided for in the review of new -

chemical substances under TSCA
section 5. Likewise, the OECI) HPV
program did not include polymers on
the Representative List. Monsanto- -

believes a similar type of polymer - -

exemption should be offered under the-
section 4(a)(1)(B) policy.

Again. Monsanto’s concerns relate- -

more to a discussion regarding TSCA — -

section 4(a)(1XB)(ii) and (iii) than -TSC&-
section 4(a)(1)(B)(i).EPAbelieves thatin.
the absence of any submitted data, it is -

difficult to address the manufacturers~
concern. Polymers do not have a well--- -

defined composition, and there may be’--
a need to test some lowermolecular- - -- -

weight polymers or oligomers which- - -

may have potential for health or - --- --:
environmental effects. Therefore, it -

would be premature for EPA to suggest~
that a blanket exemption from testing~
for polymers may be appropriate. To.----
date, EPA has not proposed or requixed~
testing of a polymeric compound under
TSCA,

3. Tieredtesting.Monsanto -

commented that EPA should adopt a
tiered testing approach to evaluating~~’
chemical substances. ‘.-

EPAbelieves that determination of
whether tiered testing is appropriter-~~
generally must be made on a- case-by-~
case basis. EPA recognizes that - -

incorporatinga tieredtesting scheme- in1.
a test rule can generate preliminarydht~
relatively quickly with minor expense..’~
However, for a relatively well
characterized chemical substance, it1sz
likely that a tiered testing approach- --~

would not be appropriate. In other-
instances, if the scientific literature ~-.,

contains information whichstrnngly~~-,
suggests that the chemical Is used ~
way that would result in widespread--:T
worker or consumerexposure (e.g., ~
solvent use), then it is loss likely that~ar~
preliminary experiment would retur~-.~
the kind of data to support the deffnithe--
answer needed for such widespread~ ~:
exposure. Thus, automatic .

incorporation of a tiered testing scheme-
may result in the performance of ~- -

screening studios which are unlikelyt~i
provide the needed information.
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4. TestingprioritIes. Q~4Acnmmented
that, in addition to adopting the 12- -

million pound threshold for substantial
production. EPA should adopt a tiered.
sequential process for identifying data
needs on all high production volume
(HPV) chemicals. In QvIA’a opinion.
EPA should grouP I{PV chemicals into
categories and establish priorities for the
review of each chemical, -

Once overall testing priorities have been
set, individual highvolume vhemlcais
snould be reviewed to determine whether
they warrant an initial set of saeea1~tests
comparaola to those in theC~~DSaeening
information Data Set (SIDS) battery (ReL 1).

EPA clearly articulated in the
proposed statementof policy and in
Unit I. of this final notice that issues
related to how EPA establishes testing
priorities and how EPA makes findings
under subsections (ii) and (iii) of section
4ta)(1J-~B)of TSCA would not be
addressed in this ateten~entof policy. If
at some future point in time, EPA
decides that adoption of a testing
program such as that proposedby CMA
would be beneficial in the gatheringof
data on existing chemical substances,
EPAwill clearly articulate thatpolicy
and the underlying rationale in a notice.

ill. Final Policy
A. SubstantialProduction

EPA is establishing a thresnold value
of 1 million pounds, aggregate
production volume of the substance per
yearfor all manufacturers, as the
substantial production threshold.This
threshold currently represents only 11%
of the entire universe of chemical
substances potentially subf,ect to testing

under TSG~’tsection 4. yet Ru.u~utSfor
95% of total chemical prodiictianby
volume. For the reasons articulated in
the proposed statementof policy j56 FR
32294)and Unit fl.C. of this notice, EPA
believes a threshold value of 1 million
pounds is -a reasonable interpretation of
the phrase “produced in substantial
quantities” in TSCA section
4(a)~1)(B)W.

B. SubstantialRelease

EPA is establishing a threshold value
of 1 million pounds of release to the
environment from all sources per year
or release eoual to or greater than 10
percent of production volume per year,
whichever is lower, as the threshold for
substantial release. In choosing the 1
million pound threshold value to
represent “substantial” release, EPA
used the TRI as a guide in judging the
“substantli” nature of that amount of
release. EPA has determined that 37
percent of the chemicals listed on the
TRI have releases of I million pounds
or greater and that these releases
represent aver 99 percent of the total
reported release on the TRI by volume.
Clearly, the small percentage of TRI
chemicals that exceed the poundage
threshold accounts for the vest majority
of totalTRI releases.

The-oercentage threshold rellects
EPA’s concern about chemical releases
that are a sizable percentage of the
production volume of that chemical.
EPA believes that when suds a sizable
percentage of a chemical’s production
volume is released, that release should
be considered “substantiai” farthat
chemical substance. For the reasons -

articulated in the proposed ‘th~nentof

policy (56 FR 322943 and in Unit LW.
of this notice, EPA believes that this is-
a reasonable interpretatien ofthephrase
“enterstheenvironment in substantial
quantities” inTSCA section
4(a)(1)(B)(i)(I).
C. Substantia)and SignificantHuman
Exposure

EPA is establishing the criteria in
Table I of this Unit for “substantial”
and “significant” exposure. As -

articulated in the nronosed policy
statement, EPA chose numeric
thresholds to characterize “substantial”
human exposure because it is EPA’s
belief that TSCA section 4(a}(1)(B)was
intended to address situations where
large numbers of people maybe exposed
to a chemical substance and littleorno
hazard data exists to indicate whether or
not that chemical substance may present
an unreasonable risk, EPA basedits
thresholds for workers on experience
gained through case-by-case analysis of
existing chemicals.

The different numeric thresholds for
worer, consumers, and general
population are EPA’Sattempt to reflect
the inherent differences in the probable
exposure scenarios for particular
categories of individuals, EPA decided
to apply a differential equal to one order
of magnitude between the worker.
consumer, and general population
thresholds. For the reasons arthnzlated
in the proposed statement of policy (56
FR 32294) and Unit ILE, of this notice,
EPA believes that these criteria are a
reasonable interpretation of(ha phrase
“significant or substantial human
exposure” in TSCA section
4{a4(1 )(B)(i)(II).

T~s~1.—TSCA Section 4(a)~1)-(B)(i)HumanExposureCriteria Gthdelines

Cah.gocy &trs2w~ SignIficant -

Gener~population ..,

Consumers ....

W04ttar*

100,000 peo-
ple

10.000 p00-
pie

I .~ wo&eis

<100,000 people pooula~onexposed mete ~mdy or on a routine or ep.sodic basis.

<10,000 peovAe ezposed morn ~irecflyor on a ~.dins or episodic basis.

<1000 worlcers exposed more directlyor on a rou~nsor episodic basis.

V. AdditionalFactors - -

EPA will apply the generic numerical
hreshaids for most substances
~onsideredfor testing under TSCA
action4~al(1)~B).In same cases,.
towever, where the threabrikis are not
uet, it may be more appropriate to use
case-by-case approach for making.
ndings by applying other
onsiderations, For the reasons
rticulat’ed in the proposed statement of
olicy (58 FR 32296) and Unit ILY.2. of
us notice. EPA may consider

“additional fadors~’formakingfindings
for substances which do not meet the
numerical thresholds articulated herein
for evaluating existingchemicals under
TSCA section 4(al(IJ(B).

Conversely, EPA may not require
testing under TSCA section 4(a)(1)(B)
for a chemical that meetsthe section
4(aJ{1)(BJfi) criteria if EPA finds, under
sections 4(a)(1)(B)tii) and (ill), that data
are sufficient to reasonably determine at’
predict the effects of the manufacture,
process, distribution, use anddisposal

of the chemical and/ar that tasting ix m~t
n~essary.
W. Final Test Rule for Cumene

A. Responseto CumenePanel
On July 27, 1988 (53 FR 28195) EPA

promulgated a final ruleTu~niring
manufacturers and processors of
cumene to perform health and
environmental effects testing in
response to the Interagency Testing -

Committee’s (ITC) recommendation that
cumene be given priority testing



consideration under TSCA section4.
Based on the available data, EPA fmxud
under TSCA section 44aU1)(B)ti) that
cumene is “produced in substantial -

quantitiesand that it enters the
environment in substantialquantities.
with the potential forresulting.
substantial human exposure to cumene
from its manufacture, processing, use
and disposal.” EPA also made the
reguisits findings under TSCA section
4(a)(1)(B)(ü)and (iii) (53 FR 2.8200, July
27, 1988)-. EPA’s findings were
challenged by the Chemical
Manufacturers Association iii CM~Av.
EPA,899F.2d 344(5th Cr. 1990).The
Court remanded the rule requiring EPA
to:

articulate the standards orcriteria on the
basis of which it found the ousatitlee of

curner~ entering the environment froze the
facilities in question to be “substantial” and
the human exposure potentially resulting to
be ~‘substantiaL”

399 F.2d at 380. The Court further
instructed EPA to:

articulate whether its resoective ITSCA
section4(aUl)(B)(i)J clause (I) and clause (H)
~.ndings(in the cumene rule) each constitute,
alone, an independent and sufficient basis for
its testing requirements, orwhether,on the
other hand. it~testing renuirements se~only
on the clauses (I) and (H) findings )oiatly ~.

The EPA shall further fnd~t~whether its
findings under either clause (I)orclause (II)
are to any extent dependent on its finding.
which we have disap~e’oved.concerning
eniry into the aquatic envirunment and, if
so, shall reconsider its hiau,e (1) and (II)
findings in the light of owreferenced ruling.

Id. at 360, n. 22. Finally, the Court
directed EPA to considernew studies to
be presented by CMA on remand
“unlessthay would not be material to
any of theEPA’s cniteria relied on far
the testing.” a at 360—361., On remand
the Cumene Penal of CMA submitted
both specific studies and general
comments on the cumena final test rule.
The test rule remained in effect, and test
data was submitted to EPA in response
to the nile.

EPA has addressed some of the -

Court’s instructions concerningEPA’s
statutory authority and the Ci!mRne
Panel’s generic comments regardingthe
“B” policy (Ref. 12) in Unit IL of this
notice. Specific comments on cumene
and EPA’s review of remand evidence
are addressed in this UnitW.

B. SubstantialProduction

In support of its final test rule, EPA
found that cusuene is produced in
substantial quantities, based on reported
U.S. cumene production of 3.~35billion
pounds withan additional33~million
pounds imported. This figure was not

disputed. For the reasons discussed in
Unit ILC. of this notice, EPA believes.
that this level of produrtion rJeariy
qualifies as “substantial production”
under section 4(a~(1J(B)(i)oLTSCA, The
level of cumana production reported in
the final rulewell exceeds the
“substantial production” threshold
articulated in this notice.

C. SubstantialRe!eose
In support of the final test rule, EPA

found that cumene is released to the
environment in substantial quantities
based on an estimated 3 million pounds
per year of fugitive emissions of cumene
to the atmospnere from manufacturing,
processing, and use activities, The Court
upheld the validity of EPA’s estimate.
899 F.2d at352—~53.To a lesser extent,
EPA also noted in the final rule that
cumene was released in unspecified
quantities to the aquatic environment.
Because EPA was unable to estimate
with reasonable certainty the magnitude
of this release. EPA did not rely on this
release in calculating human exosure;
nonetheless, EPA did believe that there
was a potential for human exposure as
a result of release of curoene to aquatic
environments, The Cumene Panel
commented that EPA lacks an adequate
basis for finding that cumane “enters
the environment in substantial
quantities.” Specifically, the Panel
disagreedwith EPA’s equating
“substantial release” with “enters the
environment in substantial quantities.”
The Panel stated,

Etihe Agency has made no eftat to analyze
the extensive evidence in the record
regarding the persistence and distrihetioe of
cumene in the environment er to relate
cuniene release levels to human exposure
patterns (Ref. 121.

As discussed in Unit LW,of this-
notice, EPA rejects thepremise that
“enter the environment in substantial
quantities,” as used In section
4(a)(1)(B)(i)(l) of TSCA. be defined to
include a determinationof”persistzeice
in the environment of those substantial
quantities.” The Court in the cumene
case,. 899 F2d at 355—356, found that
EPA is not obliged to follow CMA’s
construction of TSCA sectIon 4.

The Panel also raised thiaiuueiu
their comments on the final rule for
cumene, asserting that, considering the
short half-life of o,zmerie in the
atmosphere, there is no reason to
believe that, except forpopulations very
close to the plant. there is any general
population exposure to camane. EPA
responded that thehalf-life of cumene
in the atmosphere appears to be on the
order of 1 or 2 days. At this rate of
removal, the cumaneemissions from

287421

ongoing manufacturing and proce.~::..)
activitieswould be expected to be- ~-.- -

distributed overa large portion of th.~.
communities near manufacturing and~.
processingfacilities dependingon.~ -

prevailing atmospheric conditions.... -~ -

Thus, thePanel has notprovided EP~...-
witha convincing rationale to refute~
EPA’s finding that cusnene “entarst~
environment in substantialquantities~’-
or that there is not “substantial human
exposure.” Rather, the Panel has only
demonstrated that persistence, one of- -

manychemical-specific parameters EPA--
considers in evaluating a chemical. may
be of limited importance when
considered with other factors, such as.
the manufacturing and processing -

scenario.
D. SubstantialHumanExposure - -

The Panel commented that, even if
the releaseof cumene couldbe ecuated.
to “substantial” environmentalentry.
EPA would not be justifiedin requiring-
human health effects testing unless it
were to make a finding of “substantial
human exposure.”

Once again. thePanel is attempting to
link the type of testing required to the - -

basesfor the TSCA section4(a)(litBKi).-- -

finding. EPA does notbelieve this to be- - -

a valid interpretation oIsectioei 4(aI oL -

TSCA. Furthermore, EPA believes, ae- -

stated in Unit ILB. of this notice, that-
clauses (I) and (U) of TSCA section-
4(a)(1)(B)(i) can be interpreted as - - -

independent~In particular, althougl~ -

EPA made findings for cumena under-
both clauses (I) and (Ifl, EPA believe a.~-
finding under either clause alone
constitutesan independent and - -

sufficient basis for the testing .~z
In support of its final rule, EPA faua~

that there may be substantial hisme’n~~
exposure to s~isusn~based on the-
exposure potential toapproalie1y~5~~’~
13.5 million people living in tbe -.

vicinity of cuinena manufacturing anè~o~
processing facilities. EPA believe. thMes.
majority of the people would be --

exposed as a result of fugitiveeiinsi~~n~--ET
1 w
535 232 m
582 232 l
S
BT

of curnene to theatmosphere. The -; -

majority of cumene manufacturing endi -

processing facilities are concentrated, l~-
a few large metropolitan areas, The --.~

Court in thecumene case, 899 F.2d.a~
353.found that the rulemaking z~rd~~‘:

adequately supported EPA’s fli~
However,when CMA briefed itsce~i~
submitted a monitoringstudy,not
previously submitted as comments ~“-

the rule. that relates to the presenoeoL~,..:
many chemicals, including cuina~a.i~
the Houston Ship Channel area (EeL. -

19k. -

The Cumnene Panel maintains that th~ -

information contained in this studyL~i.-
sufficient to show that EPA cannot mâ~..
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either the “enters the environment In
substantial quantities” or “substantial
human exposure” findings of section
4(a)(1)(B)(i). -.

The remand evidence presented by the
petltloner* indicates that such exposure does
not exist because cumene levels are not
elevated even at short distances from the
cumene plants (ReL 12).

As instructed by the Court on remand,
EPA has reviewed the study submitted
by CMA. In general. EPA’s review (Ref.
20) concluded that the studysupports
the conclusions of its authors, However,
the study cited by the Cumene Panel
does not show, nor was it designed to
show, the monitored environmental
concentration from manufacturing and
processing facilities. The study’s
introduction states:

ltlhe underlying goal of the monitoring
program is to providemember firms with
accurate ambient air quality measurements
and technical data for better understanding
air quality concerns in the Houston Ship
Channel area (ReL 19),

There are seven sites where
monitoring devices are maintain~
downwind from the Houston- Ship
Channel. One site only monitors
meteorology and any accidental
releases. This site is the
northeasternmost site and does not
monitor for any organiccompound. The
study states that the prevailing wind
direction is from the southeast (Ref. 21).
Therefore, the monitoring sites are
upwind from all but one of-the cumene
manufacturing and processing sites and
are gathering data on curnene emissions -

from refineries and other unknown
sources. -

There--Isone manufacturing facility
sited in the monitoring array. However,
the facility appears to be at least 5 miles
from the closest downwind monitoring
site. Additionally, it is not clear from.
this study whether the detected
environmental concentrations were
detected at the closest downwind
monitoring sites. The monitoring array
is either upwind from all the other
cumene manufacturing and processing
sites or-is over 30 miles away from these -

sites, Atthat distance, the fadilitier
would have to releaseextremely large
amounts of cumene per minute to reach
detectable levels in the monitoring
array. Therefore, it is unlikely that the
data accurately assess the level of
cumene present in close proximity to -

the facility.
The Cuxnene Panel submitted

additional information on modelling
performed at the Champlin Refining and
Chemicals facility inCorpus Christi,
Texas (Ref. 22). In this exercise,

Chainplin modelled pointsource air
emissions from barges loading cuznene.
Annual emissions of cumene from these
loading operations were estimated to be
23,000 pounds, However, there are
shortcomingswith the methodology
employed in the study.

For modelling purposes,Champlin
divided the annual point source release
estimate by the totalnumber of minutes
in a year to derive the source term (mass
release per minute). Champlin should
have divided the annual point source
release estimate by the total numberof
minutes per year in which barge loading
occurred to derive a more realistic
source term for modelling potential air
concentrations. Based- on a 1990 Joint
effort between EPA and the American
Oil Camnanv on the refining industry,
EPA estimates that the capacity of an
intercoastal barge or tanker ranges from
2.5 million to 70 million gallons. Based
on an assumed I day fill rate and a 10
million gallon barge/tanker capacity. the
entire capacity of production at the’
Champlin facilitycould be loaded in 7
days. If the cumene emissions were
assumed to be released over a. period of
7 days rather than 365 days, the source
term (input) would be raised by a factor
of 50. Additionally, Champ lin used
typical to better than average
meteorological conditions of stability
class C and a windspeed of 12 miles per
hour in the modelling exercise, A more
conservative, yet still realistic, set of
meteorologic conditions would be a
stability class of D and a windspeed of
5 miles per hour, Therefore, EPA
believes the resulting ambient
concentrations of cumene from the
Chaxnplin modelling exercise
underestimate the ambient
concentration of cumene resulting-from
releases at the Charoplin facility.

Furthermore, EPA’s review of the - -

study indicates that the study does not
shed any light on the numberof people
potentially exposed to curnene, rather it
is only concerned with determining a
level of cumene in the area of the
Houston Ship Channel. Therefore, the
study does not relate to whether EPA
could make a substantial human
exposure finding.

Another section of the remand
evidence submitted by CMA consisted
of modeling studies of ambient air
concentrations of cumene that may
result from emissions from several
cumene manufacturing sites. Although
all studies used the EPA Industrial
Source Complex Long Term (ISCLT) air
dispersion model, the level of detail
concerning methods and assumptions
used varied from study to study, thus
inhibiting EPA’s ability to adeauately

review the studies. Each of the studies
is briefly discussed below.

Modelling of cumene emissions from
two Georgia Gulf Corporation facilities,
one in Plaquemine. Louisiana, and the
other in Pasadena, Texas, were
performed using “adjusted” EPCRA
section 313 release data for reporting
year 1987 (Ref. 23). The rationale to
justify the procedure used to adjust the
EPCRA section 313 release data and to
justify the meteorological assumptions
used for modeling air dispersion were
not sufficiently detailed to enable an
adequate EPA review of the study.

The study descibing the modellingof
cumene emissions from a Kocn Refining
Company facility (Ref. 24 provided
sufficient details on methods and
assumptions to allow for an adequate
EPA review. This modelling study also
purported using 1987EPCRA section
313 release data, However, the annual
releases used in the study, 1.971
pounds, show a large unexplained
ciscrepancy with the 19,500 pounds of
cumene emissions actually reported
under EPCRA section 313,

Modelling studies for the Shell Oil
Company Deer Park. Texas, facility (Ref.
25) and Texaco’s El Dorado facility (Ref.
26) were also submitted. However,
supporting data on the methods and
assumptions used in the studies were
not sufficiently detailed to enable an
adequate EPA review of the studies. --

The remand evidence was -

accompanied by an affidavit from
Marvin B. Hertz, an industry consultant.
supporting the use of ambient air
monitoring data rather than the mass
emission data from the EPCRA section
313 Toxic Release Inventory (TRI) (Ref.
27).

EPA recognizes that the use of
ambient air monitoring data, when
performed correctly, plays a role in any
exposure assessment, and thus, in risk
assessment. However, it is very difficult
to perform any risk assessment when
the hazards of the compound are either
not known or not well characterized.
For this reason, and the reasons
articulated in Unit II.E. of this notice.
EPA does not depend on human -

exposure at a particular “level” in
determining “exposure” under TSCA
section 4(a)(1)(B)W.

Finally, the Cumene Panel stated that
testing submitted pursuant to the final
test rule confirms that cumene does not
present a risk. Moreover, the Panel
objected to EPA’s reference to a TSCA
section 8(e) submission, which
indicated cataract formation in rats
exposed to cumene vapors, as an
example of the benefits of testing a
chemical in the absence of hazard data.
Since that section 8(e) submission, the
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Panel has undertaken a follow-up-
subchronic study.

On June-17, 1992, utilizing data
submitted in response to the cuxnene
test rule, EPA held an RM1 disposition
for cumene to determine whether to take
risk managementaction on the chemical
(Refs. 28 and 29). EPA determined that
su~dentinformation for-hazard -

assessment is available and supports a
low concern, When the hazard
information was consideredin
conjunction with available exposure
in formation, EPA determined that
cumene presents a relatively-low risk to
human health, and has discontinued
review of this chemical at-this time.
Therefore, EPA does not believe any
further testing of cumene is necessary at

-. this time.

V. Public ~ecord

A. SupportingDocumentation
EPA has established a record for this

policy under TSCA section 4, docket
iiumber OPPTS-47002K. which is
available for inspection Monday
~ Friday, excluding legal
holidays, in Rm. ET—G102, 401 M St.,

SW.. Washington, DC., 20460 from 8
a.m. to 12 noon and from I p.m.to 4
p.m. This record includes basic
~formation considered by EPA in
developing this policy. This record
includes the following information:

(1) Lntera~encymemoranda,
comments, and proposals.

(2) Reports-published and
unpublisheddata.

(3) Chemical Manufacturers -

Association v. EPA. 899 F.2d 344(5th
Cu. 1990).
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